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REMARKS 

»* f „ow,„ 9 remarks is r . 5P . ctfully ^ UMt8d ciaims . -* 

e Mmrar , nd CPaim! „.„ h8ve bMn cancciied Appiicams 

«o pursu, !uc „ ClaiTO ,„ cc,„,,„ uatl0 „ and/or dMsional app)ioat , ons , 
AppBcan,, w lsh t0 Mlnt out ,„„ ^ 

dN«. ,o a Mmposram fM d . livery of , J V 

. J cha,„ „ p prt , on ^ ,„„ , he CH2 
A l s„re qulrKlisth8t , heta(getj anlaAorlflM. 

<h« ,h, pio.ogfca, a om „ ot oa nativ0 to tte *J££T? ""^'^ ™> 

= io me Targeting molecule and not be iodine. 

The amendments find ample basis in th« „~ v 
Fnr OV4 , 6 W fi <»f on and claims as originally fileri 

For example, support for "CUo an * ^uo _i . wngmany nied. 

pport for CH2 and CH3 domains of an IgA or IgM" is found p aqe 9 iin es 
11-16; page 14, lines 25-28; and Table In 28 2<J a„ a- , 

no issue of new matter. • ^'"^ ^ a ™ d ™<"s raise 



CLAIM OBJECTIONS 
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allene^T 71 T ^ °" *° M ^ °' imBr ° PW de "— <°' 

Z n \ T " ,imK ' h ' Cla ' m ' r0m ™ h,ch * dwwds - — 
candled elalms 71 and 72 , huJ ^ 

REJECTION UNDER OBVIOUSNESS-TYPE DOUBLE PATENTING 

Claims 42-72 have been rejected under the judicially created doctrine „, 
obv™ , ^ patent)na ov9f c|alms , ^ ^ ^ ^ y ^ ^ ^ 

6.045,774. A suitable terminal disclaimer has been filed herewith. 

Ota 42-72 have been rejected under the Judicially created doctrine of 

^782 48,' T Pa,enUn9 ™ """" ™- - «"» °> «* 

08/782,48 , . App„can, resp.ctfu.ly request me, the examiner defer this issue unti, the 

«. that aiiowable subject m.„e, hes been identified in either applleetj 

Claims 42-72 have been rejected under the Judicially created do«r,n. „, 
ob™, type double pa,en,i„ g over Cairns , -3 o, U.S. Peter, no . 6 . 2S1 3g2 A 
stable terminal disclaimer has been filed herewith. 1.382. A 

obvio C ' aimS 42 ' 72 ^ bSe " Ur,der iudidal " — « «o«rine Of 

Obvousnes, typ. doub!. patent over olalms ,., 6 of 

su«able terminal disclaimer ha, been fiied herewith. 

of ohv 0 ' 8 '™ 42 '" ' W0V, * l0M " y r "' Mt,,d UndW *• ***** — « foctrln. 

o obv,ou.n.ss type double p.,e„ an8 0ver0lalm5 „ U-S , no 

zz : r app,ica,iona is on9oin * ^ ~— * — - - 



REJECTION UNDER 35 USC 5 1 12 FIRST PARAGRAPH 

Claims 42-72 have been rejected under the 35 USC , , ,2, nr! , para()r eph, wmw „ 
oscnphon and enablement retirements beceus. a J chain or pon*„ , he Z e leoe " 
<oes no, tsroe, ,h. polyimmunoolobulin receptor In the absence o, th. hir^e ,./o " .he 
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Although AppKoant respectfully disagrees with this posltion , for ,„„ 

*«„.,„«, Pr o S .c U , io „ ,„ thls caM , ttM olaims have bMn / 

agent inc ude the CH2 anH ru-a ^ , '«M«ire trie targeting 

— -ritr^rjrr 

REJECTION UNDER 35 USC 5 11 2 SECOND PARAGRAPH 

Claims 48, 53 and 55 have been rejected under 35 USC S 1 1 2 second „ 
as allegedly being indefinite for the- phrase «comn,- • paragraph, 

Pnrase comprises amino acid sequence from » 
Although Applicant does not agree with tha sequence from. 

am , nrift . , u . 9 6e W,th the re i e «'<>^ nevertheless, the claims have been 

amended to obviate this issue. 

Claims 58 and 60 have been rejected under 35 USC 6 m 

hem, ^ t0f ths phr>s . * s «- - Wh. « 

r*™,- u wmpnses an amino acid sequence from " Th» 

Claims 42-72 have been rejected under 35 USC S 1 12 

.pec,f,ca„on does no, identtfy that m8t?ria| ^ or . 
un«,u. to and..th.refore. definWv , „ „ ~ , s 

claim by th. „„,,„„ this element . The ^ 

delin Jl^b ' r 2 '/*^ P " a8raPh ' reqU " M ° n ' V ' MSOT> » te - 
delineating the bounds of the claimed invention The,h™i. 

reasonable ».» • , , ._ "mention, rhe claim language is satisfactory If it 

reasonably apprises] those skilled in the art m «. u _. . 

»„h i. • ' ' ' '''' ths b ° und °* »• ='aimed Inventlonl 

- wholly unsu PP ort.d and provides nothing tor Applicant ,0 rebut. " 
M. is ciee, and ,„ t8c , very wel , known ,„ ^ ^ ^ P ^ V 
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definition of thl. tern, a, paoe 8. consent wltn te we „ known 

the above, « „ reapaotivaiy . UDmltted ^ the sk ., |ed ^ woum 

""^ ,h>t *"• " nMh ""> «— ' *•« *e tern, . Jpecifically blnds .. 

Apphcan, nM deleted , he Iwm spM . fica „ y b . nds from 
well known propertv of J chain ■ 

» ^ compnsmg molecules. Nevertheless. Applicant 

respectfully requests that the examiner acknowledae the nnt„H w «■ • 

.... . . . «^nowieage the noted deficiencies associated 

with the r ej ect,on in the next communication 



REJECTION UNDER 35 U.S.C. § 103(a) 
Rejection ov Br Max in of j anknflftht 

U.S C. § ,03(.) as b.,ns aliaoadly unrentable ova, Max (AP Wad by Applicant and 
Janknecht Iuu32 citad bv Annii™. , ■ «PP»oantsJ and 

Examin. h ' S reSP<K "' Ullv ' Applicant, aubmi, th„ the 

!?" ™- d • '» « - Plication, aa . uggest ad oy 

the E _ Moreover. , ven „ oomb|ned ^ s d„ „ 0 T H 

obviousness has been established. 

To establish a P H m a M caS e of obviousness, three criteria must be met- there 
must be some motivation or suggestion either in th. w ■ 

mailable to one skilled in the *n\ ,T P^cations or in knowledge 

be . re m V ° r C ° mbine the Cfted P^cations; there must 

ct ~ t eXPeC " 0n ° f SUCCeSS 10 C ° mbining ^ P — - — -e 

7,n7 ^ mUSt " SU "- 9 " « *• "^tions 

" /aec *' 20 U SPQ2d 1438 (Fed. Cir. 1991,- M PEP 5 2142 m fln , • , 

£H!£rT Y- " •"""V bMed Upl,n <"»i e «'v. evidence of record 

no k n.w,ad 9 e -^^^^5^12^,2* ^ 

components for combination in th. manne? claimM 
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*> « S.n s -Su L„, 27 7 F . 3d 1338 , , 343 ,in,.rnal citation, ominedl. 

bteio JV"' PreS8n ' " Se ' ^ inSUn ' d8lmS 3 f °' ***v - a 

compr ses . J chain o, portion .hereof and the CH2 md CH3 
that the biologicaf agent not be native t„ th D .- 

n« b. iodine. " " ,h< " a ^«r.g molecuio and rte bioiogica, agon, 

Max discloses the „ uc i MtkJa 8equenc , encod . a j oha . n 
Max doe. no, teach ,0 „n* ,0 d ch ai„ or an/ ^ ^ " ^ 

targeting molecule linked to at leas, one bioi nn ™i 

comprises a J chain • ° 9 ' ' he Mrse,i "» "otacul. 

compnses a J ch a,n or ^ ^ ^ ^ ^ cm 

where, the ttrgs ,in g molecule is no, . ^engd, , romonog , obulin . Max ^ 

di-dos. ,„a, the blologica, agent no, be native ,0 the tasting moieel an ? m T, ■ 

agent not be iodine lnf.«M = .- molecule and the biological 

iodine. In fact. Max does not teach or suggest any type of taroetino 
molecule for delivery of a biological agent. 9 

Janxnech, discloses the production of eukaryotic proteins from vector. where ,b 
proteins are expressed to include . e , °<" vectors where »he 

htarfHi-.. ■ <M ° ' nclud0 ' C-Wrnmal or N-terminal polyhistidln. s . au e„„ The 

<8S " ^ ,0 ^ '" rt «™« »« »~ P«.«ins by meta, chela,. a W „l 

ono tne CHZ and CH3 domains of IgA or IgM and wherein th. 
molecule Is no, a full- le „ gth immunoglobdin. 9e "" 9 

The examiner has failed ,0 me« hls/her burden o, citing ,0 .pacific evidence the, 

seguence is derived from a ce, though i, is „„ A p p , icant ., J^' 
prove otherwise, i, is pointed on, »h.. » . ■. 

would h. - SeflUenC * S Were resldent in *•» 

would be no advantage to using metal chela,. affinr* chromatography ,0, recombinant 
protein purification, termor.. , he examiner, p.s W .„ tha , Z^Z^ 
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from a cell because histidine comes from a cell k h» C oH ^ u J 

ha , . . J L Ce " ,s based ori an absurd reading which would 

be rejected by one of ordinary skill in the art. 

Also, nothing has been cited which demonstrates that a po.yhistidine sequence is a 
b.olog.cal agent because it m odi fi es a property of . Ce „ The < 
Presence or absence of the a.leged biological agent itse, constitutes a ce,, prope^ ce 
-on page 13. ,i ne8 3-8, is an absurd reading based on improper circular ogi , wh 1 
would be rej ected by one of ordinary skill . The on,y reasonabie reading of this 
requirement is that the property of cell that ie _< 

^ perry ot ceiJ that is modified must be a property that e*t<t* in 
- absence of , h , alle9ed btoteg|M , a9ent A ^ f>cie J » - 

;r:r\ whichias " prowvo ' th " --^^L 

soouenc.. The office .con , a i| s to identify a „ y socb ^ 
The rejection „ also defectlve bMauM „ fai(s (o proyide a 

~:: o r bi " e - Ai,hou9h — ™ v b - in,eres * — — - 

and CH3 don™, of lg A or , 9 M I. . p , 0 ,ei„ wnn unique cnaractens , ics 2 
ready isolation without resort ,o a polyhistidine , ag . *" ,tSe " *° 

.n addition ,o the fee, tha , tha comb ,„ atlon „ .„ Ms „ 

cohered. , „ apparent th „ any moMvaflm , o ^ comHne J V 

- order ,o prov,d= *. Instam ctoiTO Mn on|y ^ 9|Mned ' - 

Ration . . ouide. Thus, in absenM of ^ tMchings of ^ ^ ~ 
*e s k ,„ S d art , san would no, nave , motivation ^ 
Exam.„er contends. Because a motivation to modlfy ^ 

nor art. snd no, in appllca „, a ow „ diK , Mure _ ^ 
■ * re V*eC. 20 USPQ2d 1438 (F *. ». 1991 , ^ 



According, as th. Calms are no, obvious over Max in view „, Janknech ,, 
reconsideration and wi.hdr.wa. of ,h, rejection Is respectively re„u.s,ed. 
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Rejection over Max In »h. „. Maraton an« H a w 1r 



The region Of d.i- 42, 43, 45, 51, 62. 54-57. 69. 62, 67. 68 and 70-72 
under 36 U.S.C. § 1 at, a9 being allegedly unpayable over Ma* (AP cite d by 

rir, rr ner m 3 mo,iva,i ° n ,o — *• *• ■»«•— - 

no, teach or suggest each a„d every element of the preswt c ,aims. Thus , „„ 
case of obwoutrw. has been established. 

The many deficiencies In th. ,e,e h in„s of Max who doe. no, teach any ,„oetin H 
n^ecule have been disced above. Marston allegedly teaches to express 

allegedly teaches to express bata endorphin as a .usion to beta gaiactosidase. The 

m «-n ,s deficient because none of the references ..one or combined teach a talno 

" nk0d » « - - «""« ^rein ,b. targeting mo,!, ^ s 

a J chain or portion thereof and the CH2 and cm ^ ■ < comprises 

-ecule is no, a ^JZ^T " ' ^ 

rii::: rr: ,r uM • ,ai,s m ~ - 

, llnd , A " h0U9h M,lweMm '™"-'»»» that Marswn „a,es that the 
supply of many eukaryotlc protein, of cMca, or Indus,,,,, us , , s often ,i ml , M bv , e , 
— available , chain con,ain,ng ,^ lb „ ^^Z^T 

invent TT " ^ ^ Mmbina "° n " "* «* » »"* - - - 

rf SU0,nl, " l " " * d ~» « Properly 

specif, atrcn as a gu,de. Thus. i„ , he absence of tbe teaching o, the ins«n, a PP ,|ca,,on 

TJT 8resa : wou,d not have 8 ~ n » ~ - « i 

m,„,r contends. Because . motivation to modify the c*ed ar, mus, be found in *. 
Pnor art. end no, in applicant, own assure, no ^ Uc„ case of obvl Jell, 
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IST"-* "» *»••*"• 20 '438 a, 1891 , MPEP , 

taM«r, M the c,.i™ «, not obvlous over o 
f Baxter, recon^on and „ ltMrawa( „ ^ ^ ^ ^J*-- 

App«« n , «,* , he presant app „ cation „ now , n 

«*. record,, „ applicatjon „ „ „ ^ ~ 

|«a.™i»> 8 , MU e,«a„di„ flinth , w!ly()fana||<)w>nM SS "" y 

Hespectfully submitted. 
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